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Improving performance, reducing risk 
 
Lloyd's Register, its affiliates and subsidiaries and their respective officers, employees or agents are, individually and collectively, referred to in this 
clause as the 'Lloyd's Register Group'. The Lloyd's Register Group assumes no responsibility and shall not be liable to any person for any loss, damage 
or expense caused by reliance on the information or advice in this document or howsoever provided, unless that person has signed a contract with the 
relevant Lloyd's Register Group entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the 
terms and conditions set out in that contract. 
 
Lloyd’s Register Quality Assurance Limited is a limited company registered in England and Wales. 
Registered number: 1879370.  Registered office: 71 Fenchurch Street, London, EC3M 4BS, UK.  A member of the Lloyd’s Register group. 
 
Calls may be recorded for training purposes
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Change to Approval Notification - Compliance with ISO 15197:2013 
 
 
LRQA has reviewed Technical Documentation prepared by Bayer Consumer Care AG and from 
assessment of the information and results of validation and verification studies submitted, the 
blood glucose monitoring systems listed below are compliant with the requirements of ISO 
15197:2013 and IVD Directive 98/79/EC. 
 

• ContourTM Next 
• ContourTM Plus 
• ContourTM Next USB 
• ContourTM Next Link 
• ContourTM Next Link 2.4 
• ContourTM Plus Link 2.4 
• ContourTM Next One 
• ContourTM Plus One 
• ContourTM XT 
• ContourTM TS, Model 1779A 
• ContourTM Model 7220  

 
 
Yours sincerely, 
 

 
 
Ian Carmichael 
IVD Technical Specialist 
Medical Directives Team 
Lloyds Register Quality Assurance Limited 
Notified Body Number 0088 

 
 


